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CHALLENGE AND CHANGE
A Progressive Approach to
Pesticide Regulation in Cdifornia

EXECUTIVE SUMMARY
By any measure, Cal-EPA’s Department of Pesticide Regulation (DPR) administers the most
comprehensive state-level pesticide regulatory program in the nation. The program reflectsamajor
commitment -- and investment -- by the state’s citizens. Its basic mission is to assure that all
Californians have access to safe, effective, and affordable pest control systems.

The purview of DPR’s responsibilities is broad, encompassing thousands of pesticide
products used not only in agriculture and forestry but also in the home, on public lands, and in
innumerable other settings. Pesticides prevent crop and property damage, slow spoilage, combat
the spread of disease, and help people, pets, and other animals live more comfortably in aworld full
of sometimes unwelcome company such as mosquitos, fleas, and rats -- and, for those who suffer
alergies, ragweed.

TheBase Program:  DPR has six branches: Pesticide Registration, Medical Toxicology,
Worker Health and Safety, Environmental Monitoring, Pesticide Enforcement, and Information
Services. It has about 345 staff members and a budget of about $41 million. Inthe mid-1970s,DPR
had a staff of about 100. A decade ago, DPR'’s staff included only one toxicologist; now there are
nearly three dozen. DPR’s program is several times larger than the pesticide regulatory program in
any other state and is slightly less than one-half the scale of base programs in the U.S. Environmen-
tal Protection Agency (EPA).

Nearly half of the applications submitted to DPR each year are found deficient in some
respect, delaying reviews and approvals, wasting DPR staff time, and frustrating registrants. About
9,000 registrations are approved or renewed by DPR annually. The mgority -- some 7,500 renewals
-- require no new data or scientific review. Most move through the system in a matter of days as
renewals, provided they are accompanied by the correct fee. About 1,000 nonsubstantive |abel
changes annually move through the system, requiring only a few weeks each. And every year, about
1,500 new product registrations are granted and about 1,500 existing registrations are dropped.

Most of DPR’s scientific effort isinvested in2,000-2,400 actions annually that involve new
products or substantive label amendments. Many of these actions are delayed while data gaps or
other problems with applications are corrected. Once studies are found complete and ready for
review, they move into DPR’s system but generally encounter slow going somewhere along the way.



Certain review stations face chronic backlogs, especially the Medical Toxicology Branch.
On average in 1991, it took 132.8 days for a package to move through DPR’s entire evaluation
process -- 120 days sitting on desks caught up in backlogs and just under 13 days being reviewed
by the various relevant stations. Wheninitial reviews suggest the need for an in-depth risk assess-
ment, several more months or even afew years may be needed to collect and analyze additional
data.

DPR’s risk assessment conclusions and regulatory actions often trigger controversy. Regis-
trants typicaly contend DPR is too cautious and overstates risk; environmentalists counter that DPR
doesn’t follow the law and is too willing to bend the rules and science to get or keep pesticides on
themarket. But DPR’s decision making is much more solid than its critics contend, especialy when
evauated in light of the |legislative mandates and administrative regulations DPR is charged with
implementing.

Just since 1990, DPR has handled about 40,000 submissions of data, registration
applications, requests for state registrations, and other sorts of actions. As dictated by new state
laws, the volume of data needed to receive or retain most types of registrations has more than
doubled in the last decade, with more requirements looming on the horizon -- especialy data needed
to more accurately characterize immunological and neurotoxic risks and risks to infants, the elderly,
theill, and other uniquely exposed or at-risk segments of California s diverse population.

In addition to the routine flow of work and its attendant controversy, DPR isamost aways
responding to some significant exogenous shock. For example: amajor, ongoing pesticide storage
facility fire; an unexpected new study that erodes overnight a pesticide’s previously comfortable
margin of safety; legidative actions establishing new responsibilities while providing no new
resources; or, amajor spill like the tanker car that plunged into the headwaters of the Sacramento
River near Dunsmuir on July 14,1991 -- ironicaly, three days before Cal-EPA came into existence.

DPR’'s NEW MISSION -- AND DILEMMA
On January 29, 1991, Governor Pete Wilson announced plans to establish a state-level
environmental protection agency, Cal-EPA, which would include among its mgor programs the
California Department of Food and Agriculture's pesticide regulatory program. InJuly 1991, when
the reorganization plan took effect, Ca-EPA and DPR were charged with the following mission:
« Givethe most urgent attention to the greatest risks

«  Set risk-based priorities based on rigorous and internally consistent science
o Prevent pollution

. Balance environmental protection and economic growth



« Vigorously and consistently enforce laws enacted to protect environmental quality

« Inregulatory decision making, seek consensus with and support from all levels of
government, aswell asindustry, agriculture, environmental groups, and concerned
citizens

Dilemma DPR is forceful and generaly effective in carrying out its responsibilities as
established by law. But the path defined by current policy may sometimes reduce the effectiveness
of pest control efforts and increase agricultural production costs. In addition, further shrinkage of
the pesticide tool kit may increase the adverse environmenta and public health consequences of crop
protection practices in some regions and crops by the mid-to-late 1990s. That is DPR’ sdilemma:
federal and state policies threaten to create the problems DPR is dedicated to avoiding.

Californians and indeed the nation’s consumers have developed a taste for the fruits and
vegetables, wines, and specialty crops grown in the Golden State. The challenge facing DPR in the
1990s is to find better ways to use its pesticide regulatory tools and authorities to advance public
safety and enhance environmental quality without undermining the economic viability of the state’s
$15 hillion agricultural industry. At stake are affordable access to a nutritious diet, millions of jobs,
and the economic base of many communities.

The Existing Path Since the mid-1960s, the path chosen by regulators to balance the needs
of agriculture and the environment has had two channels: first is to identify hazardous pesticides and
try to get them off the market while, secondly, to rigorously test all new products to make sure
newly registered pesticides will be safeif they arewidely used. This path is now cast in concrete
by adozen mgjor federal and state laws, and the country is moving briskly -- indeed, some would
argue blindly -- along it.

Steps taken by the federal EPA and DPR to administer these laws have reduced the number
of federally registered pesticide active ingredients from 1,153 in 1989 to 678 in 1992: a drop of over
40 percent. (An “active ingredient” is the chemical in aformulated pesticide product most
responsible for the product’s ability to control target pests). The total number of registered pesticide
products containing these active ingredients declined from 45,000 to 19,200 between 1989 and 1992.
For many high value fruit and vegetable crops, the number of products available is now periloudy
small.

Farmers aren't the only ones wondering what's next in the war against pests. People needing
to fumigate homes for termites or wood-chewing beetles have no pleasant choices either, whether
in terms of cost or risks. A few effective and promising new products are registered each year, but
amuch larger and growing number of old pesticides are not working as well asthey once did.



The switch to safer systems of pest control is hampered in many crops and situations by the
lack of proven and affordable nonchemical control aternatives. This problem confronts all growers
-- conventional, organic, part-time, and back yard. The agricultural community is testy about
pressure from environmentalists to change rapidly, in part because California agriculture is stressed
on severa fronts at once: the shift of production to Mexico, growing competition for markets, higher
costs for water and labor, and conflicts with urban and suburban communities increasingly unwilling
to put up with the sights, sounds, smells, and hazards of farming.

CHANGE

The likely near-term pesticide policy scenario is that many more products will be pushed off
the market, and getting new products onto the market will remain costly and difficult. Only large,
established companies with profitable product lines will be able to afford the research and
development (R+D) and regulatory compliance costs to get approval from EPA and DPR for new
products. Small companies -- including those applying the tools of genetic engineering to plant
protection and those trying to get natural compounds registered -- will only rarely be able to afford
the price of admission.

Without changesin regulatory and research policy and direction, the pest control tools
available will continue to diminish. Until effective aternatives are discovered and proven, growers
will lose options and some will rely too heavily on the ones that remain. Thisis arecipe for trouble.

Impatience  While farming practices are changing in California, change is slow and requires
patience because farmers have no choice but to work within annual cycles asthey learn new ways
to cooperate with nature. Despite the fact that California is unambiguously ahead of the rest of the
nation in moving sustainable agriculture practicesinto mainstream farming systems, many citizens
and most environmental activists in the state believe that pesticide policy is perpetuating ineffective
and unacceptably hazardous methods of pest control. They are impatient with the rate at which
Cdifornia is dealing with pesticide hazards and convinced that the state's farmers will quickly
discover economically viable pest control aternatives if only regulators would pull the pesticide
plug. Toward this end, activists have been pushing on every front -- in DPR and EPA administrative
processes, in the state Legislature and U.S. Congress, in the courts, and with the media and general
public.

Arguments from the environmental community work well in the policy arenain no small part
because the evidence supports their case that many conventional pesticide-based control systems
are getting harder to justify, sometimes pose high risks, and can be significantly improved by
adopting amore sophisticated, biologically-based approach to pest control. Y et those who believe
fewer pesticides will mean safer pest control may be disappointed if DPR sticksto its current path.



“SAFE” AND “SAFER”

Several generally unfamiliar terms are used throughout the report. Definitions for them
follow. We believe these definitions are among the most important recommendations offered in this
report, because they will give both state and federal regulators new tools to help set and act on
priorities and to decide when certain regulatory actions should be expedited.

Safepesticide product isan absolute term -- “absolute,” in this case, meaning compared to
adistinct standard, rather than in the sense of forevermore certainty. It refers to a pesticide product
with desirable physical, chemical, toxicological, biological, and ecologica properties that render
it capable of accomplishing itsintended impact on target pest species while having insignificant or
no adverse impact on humans, the environment, or the ecology of plant-pest interactions
(“insignificant or no” means an exceptionally low probability of negative impacts: a finding that
regul ators would make based on available product and field use data). |f “safe pesticide products’
were defined only by absolutes -- zero risk, no chance of posing risk -- then few if any products
would fit within the definition.

Safer pesticide product isarelativeterm. It is used to denote a pesticide product with one
or more desirable physical, chemical, toxicological, biological, or ecological propertiesrelative to
other registered pesticide products or nonchemical pest control aternatives.

Safer pest control system is a relative term that encompasses most integrated pest
management and biocontrol systems, which -- relative to pesticide-intensive control systems --
successfully incorporate use of plant genetic, cultural, and biological control methods as a first line
of defense.

DPR has shown that regulation can play both a catalytic and constructive role in shaping
safer systems of pest control, even without new regulatory tools. California’s approach to addressing
rice herbicide problems is an impressive example. By changing the system within which rice herbi-
cides were used, farmers reduced the mass transport of one common herbicide in the Sacramento
River from 40,667 pounds in 1982 to 220 pounds in 1991: a reduction of 99.5 percent -- with no
appreciable change in the cost or quality of weed control.

The rice herbicide program demonstrates the vaue of finding improved ways to manage
pesticideswithin the farming systemsin which they are used. It confirmsthat DPR can design and
that the county agricultural commissioners can enforce pest management systemsthat dramatically
reduce risks and environmental damage while also allowing growers to retain access to pesticides
that work well and are affordable. Thereis every reason to believe that this model, or at least its
essential elements, can be constructively applied in other crops and regions as DPR strives to
promote safer systems of pest control. The report offers specific recommendations for how DPR
and the agricultural community could test this assertion.



CONCLUSIONS

DPR commissioned this study as an independent assessment of its current programs and
activities.  We found that DPR is a proficient regulatory agency; nevertheless, many policy and
procedura changes are needed to accelerate progress toward safer pest control systems. Without
change, pests will begin gaining the upper hand and even more challenging public health and
environmental risks and more costly regulatory efforts will become inevitable. Despite controversy,
resource limitations, and volatile episodes, DPR has had some encouraging victories:

. Significant progress has been made in filling long-standing data gaps for the 200
most widely used pesticides: over 80 percent of all required core toxicology studies
are now completed or underway -- up from 53 percent in 1988

. Just weeks after a new study pointed to unacceptably high risks from the use of
methyl bromide as a structural fumigant, significant new safety precautions were put
in place statewide through emergency regulations -- safety precautions the EPA has
now required nationwide

. Systematic effortsin compiling field level exposure dataand refining worker safety
risk assessment methods have set the stage for steady progress in reducing the
frequency and severity of poisoning incidents

DPR deserves national recognition for its contributions of new methods to characterize,
guantify, and reduce pesticide risks faced by applicators and farmworkers. Worker exposure
problemsremainin California, but no other state program -- nor EPA -- is as well-prepared as DPR
to manage those risks or as committed to doing so.

BUILDING ON STRENGTHS

The recommendations in this report are designed to build on DPR’s existing strengths and
to articulate new policies DPR needs to implement to help the pesticide registration program
contribute to achievement of Cal-EPA’soveral goals. Implementation will require, in some cases,
new resources or changesin law, or both.

Recommendation: Cut by at least one-half over the next two years the average time span required
between EPA approval and use in Californiafor new active ingredients and new products

Recommendation: Amend the Permit Reform Act and/or modify its implementing regulations

Recommendation: Overcome gridlock and delays by periodically purging the system of backlogs
. Manage reviews so that much lesstimeis|lost to backlogs

« Declare amoratorium twice ayear when no new applications will be accepted



« Alter the fee structure to create incentives for careful attention to detail and
completeness when applications are first submitted

Recommendation: Foster easy communication and timely understanding of changes in policy

o  Establish an “Ombudsman Office” and procedures for clear and efficient communi-
cation with registrants on pending applications

« Providetraining sessions and materials for the regulated community

« Make changesin registration policy and procedure in an annual cycle

SETTING PRIORITIES

DPR lacks adequate mechanisms to focus its efforts on high risk pesticides and high risk use
patterns. Because DPR's workload will increase and its resource base will likely decline, effective
priority-setting will beincreasingly essential.

Recommendation: Enhance DPR'’s authority to take regulatory action swiftly -- specifically, DPR
should:
« Begiventhe authority and political support to say no sooner and yes faster

« Rely upon experience and prudent judgement more frequently and earlier in the
review process

« Work cooperatively with EPA, avoiding duplication of effort and developing
specialized expertisetailored to augment EPA’s

« Seek public input in resolving long-standing pesticide policy disputes and, in the
meantime, explain clearly the criteriaand decision rules for taking action

Recommendation: Keep the process open and the rules explicit
« Hold public workshops and invite guidance on key regulatory program decision rules

« Publishinterim guidelines for pesticide regulatory decision making

« Customize policies and procedures to apply data requests systematically and to
uniformly achieve risk mitigation targets

vii



Recommendation: Go after bad actors
« Focus data requests strategically on high priority concerns

« Develop methods to screen new data packages for surprises and target scientific
review resources

« Systematically focus scientific staff on efforts designed to reduce risks from high
priority pesticides registered for use within high risk use patterns

« Institutionalize assessment of high risk use pattern pest control options -- past,
present, and future

«  Over two years, expand margins of safety within high risk pesticide use patternsto
acceptable levels

Recommendation: Change or waive efficacy data requirements so that useful information is
produced and so that entry to the California market is not delayed

THE STATE AND FEDERAL PARTNERSHIP

A new foundation must be established in law and practice for the state-federal partnership
in pesticide regulation to have practical meaning in California. Working together, both DPR and
EPA can be made wiser in the face of scientific uncertainty and stronger in the face of criticism.
As things stand now, however, the federal reregistration process has the two programs moving at
a brisk pace on a collision course. Only decisive leadership and changes in federal law can prevent
frequent and possibly bitter confrontations over specific policies and actions.

To fully capitalize on EPA’s and the pesticide industry’ s enormous investment in
reregistration, states must be given a much more meaningful opportunity to craft risk reduction
measures needed to address exposure and risk scenarios unique in a particular state, or in regions
of astate. If federal reregistration decisions fail to rise above the lowest common denominator,
aggressive state regulatory agencies -- and DPR is not the only one -- will find ways to work their
will.

Recommendation: DPR and EPA should cooperate to the fullest extent possible to:
«  Coordinate design and enforcement of risk mitigation measures

« Develop areas of specialized expertise and responsibility to augment each other’s
strengths and capabilities

« Support utilization of DPR’s specialized expertise applicable to national problems
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Recommendation: EPA and the Congress should give states ameaningful rolein decision
making on risk reduction and label amendments -- for example:
« DPR and EPA should share the risk assessment load to speed progress and tailor risk
mitigation measures to unique state needs

States should be authorized to add supplemental state-specific labelling alongside
federally approved pesticide product labels

« DPR should blend California-specific data requirements to the fullest extent possible
with data requirements imposed by EPA

TOWARD SAFER SYSTEMS OF PEST CONTROL
Regulating products, rather than the safe use of products in the context of a biointensive
integrated pest management system is obsolete. Using state-of-the-art methods of risk assessment
and risk mitigation, regulation should derive from a systems-based appraisal of ways to reduce risks
by expanding control options within particular pest-crop combinations. Regulation to advance safer
systems of pest control must have at least these four components:
. Timely registration of safer products

« Restricted application of ecologically disruptive products
« Increased use of alternativesto conventional pesticides
« Experimental effortsto design and license pest control systems

Incremental implementation of this approach would mean that DPR could act swiftly to
impose risk mitigation measures and request field monitoring data to use in calibrating risk
reduction goals according to actual field experiences. Incremental implementation also would allow
for such innovations as fast track approval on an interim basis of any proposed label amendment that
includes a 30 percent or more reduction in risk and “provisional registration” for safer pesticides.

The effectiveness and affordability of safer systems of pest control depend on accessto a
diverse array of tactics and tools such as chemical, genetic (for example, pest resistant plant variet-
ies), cultural, and biological control products and technologies. Furthermore, the most important
resources in the implementation of bicintensive pest management systems are real-time information
on actual pest-crop interactionsin given fields, coupled with the knowledge, experience, and skill
required to trandlate that information into effective biologically-based control systems.



Recommendation: Administer pilot projects to test the feasibility of crop protection system
licensure
. ACADEMIC: Integrate IPM system practices called for by the University of
Californiainto pesticide product labels and permit requirements

. EXPERT SYSTEM/PRESCRIPTION USE: Prescription use within biologically-
based IPM systems designed and implemented jointly by growers and agricultura
consultants

. JOINT POWERSAUTHORITY (JPA): Establishajoint powersauthority tolicense
DPR-approved pest control systems and help growers to implement them

Recommendation: Establish acooperative agreement with the University of California, Riverside
to monitor pesticide resistance in the state’' s major pest species

Recommendation: Maodify the “no aternatives’ rule, on which DPR now bases denial of certain
applications, to acknowledge cases in which an additional product will reduce risks and
promote sustainable crop protection systems

Recommendation:  Reassess soil fumigation products and practices -- the state’ s single most
worrisome example of a high risk use pattern -- and encourage adoption of safer alternatives

Recommendation: Progressively refine exposure assessments and risk mitigation measures through
field monitoring and enforcement activities



CHAPTER I: INTRODUCTION

On April 17,1991, Governor Pete Wilson issued his Governor’s Reorganization Plan No. 1
(GRP-1), announcing hisintention to establish a state-level environmental protection agency: Cal-
EPA. A key institutional change in the reorganization to create Cal-EPA was to move authority for
pesticide regulation from the California Department of Food and Agriculture (CDFA) to a new
department within Cal-EPA: the Department of Pesticide Regulation (DPR). Prior to the
reorganization, DPR had been CDFA’s Division of Pest Management, Environmental Protection,
and Worker Safety.

The Little Hoover Commission held hearings on the Governor’s proposed reorganization plan
on May 22 and 23, 1991. Testimony addressed a range of issues, including the consequences of
moving CDFA’s Division of Pest Management into Cal-EPA (see California Farm Bureau
Federation statement), how risk assessment versus risk management functions would be carried out
within Cal-EPA (see California Association of Professional Scientists and Natural Resources
Defense Council statements), and ways to pursue the pollution prevention and technology-forcing
elementswithin Cal-EPA’ sgoal statement (see Benbrooktestimony). A white paper presented on
behalf of the Western Agricultural Chemicals Association summed up industry’s generaly positive
view of the reorganization plan:

Over the years, California has made significant investment in its pesticide
regulatory and enforcement program.  As a result, California has the most
sophisticated, well-financed and most aggressively enforced pesticide management
program in the nation, if not the world. It is a system based on scientific determina-
tion by knowledgeable staff possessing [the needed] expertise....

In July 1991, the reorganization plan took effect as proposed, and Cal-EPA became a new
agency of California state government charged with the following mission (see GRP-1):

Give the most urgent attention to processes and substances presenting the greatest
risk to public health and the environment

Set risk-based priorities based on rigorous and internally consistent science
Prevent pollution

Engage the private sector in environmental protection through the mechanism of
market incentives

Vigorously and consistently enforce laws enacted to protect environmental quality



In regulatory decision making, seek consensus with and support from the national
government, other parts of state and local government, the Legislature, industry,
agriculture, environmental groups, and concerned citizens

The “Ueberroth Report” In December 1991, the Governor convened a17-member Council
on Cdifornia Competitiveness, chaired by Peter Ueberroth, to make recommendations designed to
address the gap between state revenues and the needs of state government. In April 1992, the
Council issued its report, California'sJobs and Future, in  which it stressed the “need for a new
attitude about the relationship between our environment and our economy.”’

Over the course of its study, the Council held hearings at which government aswell as
business representatives had characterized their experiences with environmental regulation as
“burdensome” and“excessive.” Anaysts working with the Council concluded that testimony and
other evidence prepared for the Council’s consideration indicated that the proliferation of regulatory
agencies has become unmanageable and that this condition lends itself to two types of mischief.
First, regulatory agencies tend to be single-purpose and, as a result, they focus on solving one
particular problem without having to account to anyone for the general socioeconomic impact of
the actions they take or require others to take. Second, they tend to be funded by fees and fines,
often escaping the same degree of scrutiny applied to government functions funded with general tax
revenue -- and, in the Council’ s words, “foster[ing] an attitude of arrogance.”?

The formation of Cal-EPA is clearly compatible with the Council’s overall preference for
what it refersto as “regulatory streamlining.“ 1t istoo early, however, to predict whether the
Council’ s recommendations will be fully implemented. If, for example, the Governor and
Legislature were to agree with the Council that “all appropriate fees and fines collected from the
regulated community [should] be deposited into the general fund”® -- including, perhaps, revenue
from the pesticide mill tax -- the ability of DPR to sustain the comprehensiveness of its current
pesticide regulatory program would be in doubt.

Historical Evolution of Pesticide Regulation By any measure, DPR administers the most
comprehensive state-level pesticide regulatory program in the nation. California has regulated
pesticide use for 81 years -- just one year short of the federal government’s effort. Historically,
DPR’sgoal has been to assure that each pesticide registered for use in the state is effective and can
and will be used not just safely but with a margin of safety that is ample -- provided the use

Council on California Competitiveness, Californids Jobs and Future (Sacramento, CA: 23 April 1992), 31.
Zhid, 28.

3Ibid., 32.
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restrictions, safety precautions, and risk mitigation measures prescribed on the label are either
voluntarily adhered to or enforced.

DPR’spesticide regulatory responsibilities initially focused on products used to control pests
affecting agricultural producers. Early pesticide laws at both the state and federal level were passed
in the 1910s out of concern that “snake oil” salesmen were offering farmers sometimes dangerous
potions of no real value for crop protection. So from the beginning, demonstrating the efficacy of
pesticide products has been a cornerstone of pesticide regulatory law.

Over the years, the variety of pesticide products, the ways and places they are used, and their
intended targets have expanded. Asaresult, the purview of pesticide regulators has expanded far
beyond the farm, encompassing a vast array of products used to protect the home from termites and
other wood-chewing pests; disinfectants and sanitizers used in schools, restaurants, and hospitals;
products used to control public nuisance pests such as mosquitos, ants, fleas, and ticks (some of
which can be vectors for human disease); specialty products for use on pets, in storage facilities, and
to preserve al sorts of products manufactured out of wood, cotton, wool, or other material's subject
to attack by pests.

Since the 1960s, the volume of herbicides (pesticides applied to control weeds) has grown
steadily. In the 1950s, herbicides made up only asmall fraction of the total pounds applied but, in
the 1990s, herbicides are by far the dominant class of pesticides used nationwide (although not in
Cdifornia). The pounds of insecticide used, on the other hand, have dropped off and new classes
of pesticides -- more specific in their mode of action and some developed and/or manufactured
through genetic engineering techniques -- are beginning to gain afoothold in the marketplace.

Few people are aware that the need to treat water for bacteria and to control algae growth
leads to more pounds of pesticide usein Californiathan any other need. Statewide in 1990, out of
atotal volume of just over 605 million pounds of pesticides, 227 million pounds -- or 37.5 percent
-~ were chlorine, most of which was used by municipal water treatment facilities and in the food
processing industry. Thus asingle active ingredient, chlorine, accounts for more than one in every
three pounds of pesticides used in the state. To place this volume in perspective, insecticides
comprise the class of pesticides that is most often in the news in California. In 1990, about 49
million pounds of insecticides were used statewide: one pound of insecticide for every 4.6 pounds
of chlorine.

Growing public concern in the 1960s over the ecological and human health risks associated
with the use of DDT and other chlorinated hydrocarbon insecticides set in motion the second major
wave of changes some 50 years after concern for product efficacy had dominated the focus of
regulators. Just as the diversity of pesticides and the range of their use expanded, so too did the
range of questions the public started to raise about the wisdom of widespread release of toxic
compounds into the environment and in and around homes, parks, and other public facilities.
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Public concerns spurred political action. A steady stream of new state and federal laws has
been passed, calling upon regulators to request and eval uate pesticide risks more comprehensively.
While pesticide regulation in California has never been quiescent, the pace of change has accelerated
appreciably since the mid- 1970s when the precursor to DPR'’s program operated with a staff of about
100 person years. The figure grew to 266 person yearsin 1985-86 and, in 1992, DPR'’ s staff level
is now just over 345 person years -- an increase of 245 percent since the mid-1970s. Despite
significant staff growth, the workload facing DPR, if it is to implement the laws which already have
been passed, has grown even faster and will not peak for perhaps another 10 years.

CONTEXT FOR PESTICIDE REGULATION IN THE 1990s

For those involved with it,
pesticide regulation is often the
proverbial “hot potato” among
Cdifornia’s regulatory functions.
Nearly al of DPR’'s major deci-
sions are met with criticism,
sometimes from all sides. New
problems become apparent as fast
as old ones are solved. Each new
set of problems tendsto be more
difficult to solve as the range of
aternatives narrows and theinter-
actions of farming practices, pest
control technology, ecology, and
regulation become more volatile.
For the program’s detractors, disaster continuously looms around the corner, either because of DPR’s
actions or its inaction. Nothing in the current environment suggests that these volatilities of
pesticide regulation are about to subside.

Over the past 15 years, regulators have been compelled by human health and environmental
quality protection mandates enacted during the 1970s to impose pesticide use restrictions or even
to suspend registrations.  Since the mid-1980s, when the California Legidature passed the first of
that decade’s major pesticide bills (SB 950, The Birth Defect Prevention Act of 1984), registrants
have decided with increasing frequency to voluntarily withdraw certain products, citing the cost of
regulatory compliance, lack of markets, inherent toxicity, or other factors.

Quite apart from the impact of regulation in narrowing the pesticide tool kit, growers may
rely too heavily on one or a few pesticides smply because they work really well, there are few
registered aternatives, or because they are cheaper to apply. Whatever the reason, when growers
== or homeowners -- adopt unilateral control programs, pest biotypes that are resistant to pesticides
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sometimes emerge, or new (or “secondary”) pest problems evolve that become more difficult to dea
with than the original target pest.

Unfortunately, we keep relearning a costly lesson: that restricting the number of pesticides
available for use on a given crop, or against atarget pest in a non-agricultural setting -- either by
regulation or through market forces -- does not necessarily reduce the risks associated with pesticide
use, or even the volume applied. This paradoxical outcome is most likely to become reality when
pesticide users find themselves with just one or two products | eft to use in their efforts to control a
particular pest. In this sense, regulators may win a specific pesticide risk reduction battle only to
set the stage for losing the generic pest control war.

Working Biologv Back into the Agricultural Equation  Driven by economic realities,
declining pesticide efficacy, and environmental concerns, California agriculture is moving toward
the end of the predominantly chemical era of crop protection and is moving into an era characterized
by information-intensive biorational pest management sysems# Both natural and synthetic
pesticides and biocontrol agents will remain vital components of such systems. But the big
difference will bethat chemicals, especially broad spectrum products, will no longer automatically
be the first and dominant line of defense.

This transition is well underway in a few crops and regions. However, for many crops and
pests, especially several low-acreage but high value minor use crops, tangible progress will take a
decade or perhaps much longer and will happen at all only if essential scientific advances are made.
For such advances to occur, both public and private sector research and development (R+D)
priorities will need to change in the years ahead. This process is well-underway in at least some
companies and research ingtitutions.

Already, innovative growers and their advisors are discovering ways to reduce certain types
of pest pressure, often markedly, thereby lessening reliance on conventional chemical pesticides.
In the case of insects, they accomplish this by managing the ecological niches available to pests and
by using new biocontrol products and techniques to disrupt normal pest behavior. The god isless
often to kill the insect than to manage its population level. Tactics include disrupting successful
mating, blocking normal physiological development, or discouraging normal feeding and flight
patterns.

4" Biorational” means environmentally benign, or “friendly.” (See page 37 for definitions of key terms used
throughout this report. Also, seetheglossary for additional definitions.) The use of even highly toxic pesticides can
be biorational if such products are (1) specialized in the sense that they destroy only a particular target organism and
have little or no impact on beneficial insects, field workers, or environmental quality; and (2) applied only as prescribed
within the context of a system of pest control designed to correct documented pest problemsin a given field that is being
monitored by trained scouts.
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In the case of plant diseases and weed control, other practices and tactics are used to lessen
the need for conventional pesticides. The most prevalent and successful are the breeding of
genetically resistant plant varieties and root stock, along with careful attention to sanitation (that is,
assuring that infected plants or soil are not brought onto afarm). Weed control is achieved in
different settings in a wide variety of ways, including hand weeding, use of plastic mulches,
mowing, and mechanical cultivation.

Cutting back on the volume of broad-spectrum pesticides applied will make it easier to build
populations of beneficial species and microorganisms, both above and below the ground. Greater
species diversity will generally lead to more stable plant-pest interactions, while also helping
farmers efficiently recycle crop wastes, manure, and other sources of organic matter into humus and
available plant nutrients.

Skilled pest management practitioners will often be able to channel enhanced complexity
in plant-pest-nontarget species interactions into a greater array of pest management tools and tactics.
These changes on the farm, in turn, will challenge lawmakers and regulators to rethink the basic
goals, criteria, and decision rules governing pesticide regulation, research goals and priorities, and
enforcement policies.

Perspectives of Interest Groups Different constituencies use different yardsticks in
measuring DPR’ sperformance. Some assign priority to agricultural production; others emphasize
public health and environmental quality first and assume that the agricultural community will find
ways to adapt to more restrictive regulation. Others focus narrowly on how regulation affects a very
specific need -- such as fumigants to preserve dried fruits shipped from California to the Far East.

Legidators and regulators face the difficult task of striking a balance among conflicting goals
and expectations -- a task made even more difficult by the number and breadth of well-organized
and well-financed specia interests. Each interest group tendsto evaluate DPR’ s performance
relative to the degree to which DPR’s policies and actions support its own needs and goals.

Growers.  From the perspective of growers and land managers, key pest control and
regulatory goalsinclude:

« Economically acceptable crop, plant, and livestock production losses to pests

« Réliable year-to-year pest control

« Affordable pest control relative to other growers of the same crop in other regions
. Straightforward pesticide label directions and safety precautions which can be

implemented without excessive cost, time demands, or burdensome safety gear
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Farmworkers and Environmentalists:  From the perspective of farmworkers and those
concerned about environmental quality in and around areas treated regularly with pesticides --
including growers who are pioneering innovative crop protection systems out of their concern for
the environment -- key pest control and regulatory goalsinclude;

« Steady progress in reducing the frequency and seriousness of pesticide poisoning
incidents and illnesses among field workers, pesticide applicators, and structural pest
control experts

» Reduced volume of pesticides applied, especially pesticides of greatest concern
because of their toxicity and/or environmental effects

» Ample margins of safety must be assured for workers, wildlife, and the environment

» Lessened reliance on pesticides that leave residues on or in food near and sometimes
above levels of concern -- either for consumers (through the diet) or for field or food
processing workers

» Changes in pesticide use patterns to reduce residues in soil, air, and water below
damage threshold levels for non-target organisms, wildlife, or humans

Industries Serving Agriculture: From the perspective of pesticide manufacturers, registrants,
retailers, applicators, and pest control advisors, key pest control and regulatory goals include:

« Timely regulatory decisions
. Application of accepted science-based criteriain accordance with specified standards
« Equitable and evenly spread costs and consequences of regulation

« Innovation and common sense in policy setting and crafting of risk mitigation
measures

. Preservation of options for professional pest control specialists to exercise judgement
in using products, technology, and real-time information to manage pests optimally

AUTHORITY AND STATUS

In the years ahead, DPR’ s risk assessment procedures and risk management policieswill be
assessed and debated relative to those in other programs within Cal-EPA. Pressures on DPR to
regulate more aggressively could grow as progress is made in other areas of environmental
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protection. Already, monitoring activities carried out as part of the state’s clean air and water
resources programs have forced changesin DPR policies and priorities.

For well over adecade DPR’s risk assessment methods, policies, and decisions have been
compared to and contrasted with EPA’'s  This is sure to continue, helping to sharpen the contours
of one of the key pesticide policy issues in the 1990s: the division of pesticide regulatory authorities
and activities between the state and federal |evels of government. Moreover, DPR islikely to step
out in front of EPA with increasing frequency by requiring additional applicator and worker safety
risk mitigation measures on aroutine basis.

Whether shaping its policies and actions within Cal-EPA or seeking common ground with
federal EPA, DPR will have to continue to prove that its actions are science-based, justified, and
effective in reducing risks, while also assuring pests are kept in check without undue economic
hardships. It will need to function confidently at the cutting edge of science and convincingly
articulate the basis of and reasoning for its actions, or inaction. DPR must meet these challenges
continuously or risk eroding its base of political support -- an outcome to be avoided, given intense
pressures to cut the cost of state government.

DPR should periodically review its policies and priorities and act upon opportunities to
improve the efficiency of its programs -- even when such changes are not universally popular. As
it has done in the past, it should respond substantively to its critics and should act decisively to
implement constructive recommendations.  Still, because so many new challenges are on the
horizon, DPR needs to become more decisive in overcoming program weaknesses and constraints
-- both those it identifies through internal reviews as well as those highlighted by outside critics.

Responding toltsCritics While till functioning as the Division of Pest Management within
CDFA, DPR was periodically the subject of critical reports issued by the Senate and Assembly
Offices of Research. The seminal reports were:

« Pesticides and Regulation: The Myth of Safety, California Senate Office of Research,
April 1991 (hereafter referred to as Myth of Safety report)

« Regulation vs. Practice, A Review of the California Department of Food and
Agriculture’s Pesticide Registration Process, Senate Office of Research, February
12, 1990 (hereafter referred to as the SOR report)

. Thelnvisible Diet: Gapsin California's Pesticide Residue Detection Program,
Assembly Office of Research, April 1988 (hereafter referred to as Invisible Diet)

« Pesticides at Home: Uncertain Risks and | nadequate Regulations, Senate Office of
Research, April 1988
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These reports received considerable media coverage and helped fuel ongoing pesticide policy
debates. They cover awide range of topics and offer dozens of recommendations, many of which
have been implemented. The Myth of Safety report focused on risks from indoor uses of pesticides,
particularly neurotoxicity and other risks faced by children. These risks had received little attention
in past pesticide regulatory policy debates. Thereport offered several recommendations calling for
better exposure and toxicity data and greater attention to non-agricultural use patterns.

Invisible Diet was based on and largely repeated recommendations offered in 21985 Little
Hoover Commission report, Control of Pesticide Residues in Food Products: A Review of the
California Program of Pesticide Regulation (Commission on California State Government
Organization and Economy [Little Hoover Commission], March 1985). The 1985 and 1988 reports
made the case for markedly expanding CDFA’sresidue testing program, and offered recommen-
dations which led to the current structure of California’ s food residue monitoring program.

DPR’ sResponse to the SOR Report  Pesticide regulation periodically becomes a highly
volatile issue in California, asit did in the 1989-91 period in the wake of the Alar episode and high-
visibility efforts associated with the “Big Green” ballot initiative in 1990. Under intense scrutiny
during such periods, DPR has been known to overreact to its critics. Occasionally, DPR'’s critics or
constituencies have unwisely advocated policy changes -- either administrative or legidative --
which proved to be poorly conceived or otherwise detrimental in the context of DPR’ soverall
mission and long term goals.

For example, the 1990 Senate Office of Research report focused on severa instances in
which DPR decision makers appeared to disregard or overrule staff scientists who had raised
concerns or questions about the hazards associated with particular pesticide products. The report
offered a number of recommendations to strengthen the autonomy of scientific reviewers within the
program and to discourage, if not prohibit, the granting of registrations until all such concerns or
guestions are resolved.

The SOR report had significant impact on DPR. The decision process undeniably slowed.
It pushed the authority to stop a registration action downward in the organization and made senior
managers more reluctant to grant registrations until all required data were in-hand and al | risk-
related concerns satisfactorily resolved. Scientific staff gained greater authority in deciding whether
ongoing uncertainty about the risks posed by a pesticide was worrisome enough to hold up a
registration action. Program-wide, heightened importance was vested in compliance with process
and procedure. Severa pesticide products used widely for years which had been exempt from the
process became subject to thorough reviews. Many individual staff in the program became less
willing to accept conjectural or poorly documented claims by registrants, more conservativein
exercising judgement, and more determined than ever to leave no stone unturned. As aresult, the
program’s already strained scientific resources were even more thinly spread.
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The SOR report was not the only jolt to DPR’s system in 1990. In January 1990, regulations
were promulgated by CDFA governing DPR’s compliance with the Permit Reform Act. These
regul ations set time frames for completion of various actions and required DPR to develop mecha
nisms to track compliance with them. These regulations, coupled with the SOR report and the influx
of data caused by SB 950, dowed the process. In 1990, 459 packages of data submitted to the
Medical Toxicology Branch for evaluation took an average of 28.4 days each to clear the station
(lower/upper range: 6.4 to 50.5 days). In 1991, the average time required for 570 packages to move
through Medical Toxicology had risen to over 40 (lower/upper range: 13.9t0 66.1). The time
required for packages to clear other review stations also increased.

DPR’s CONTRACT WITH THE PUBLIC

Among DPR’s most pressing and difficult tasks will be retaining broad-based public
confidencein theintegrity and balance of regulatory actionsinvolving pesticides. Thiswill not be
easy in California, given the intensity of political discourse in the state and the vehemence with
which interest groups pursue their objectives. Moreover, institutional challenges within Cal-EPA
will be significant and complex since the use of pesticides affects the quality of the environment --
and people's lives -- in many ways. DPR will have to assess and balance all these impactsin ways
which comply with the law, meet public expectations, and make sense.
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CHAPTER II: PESTICIDE PRODUCT REGISTRATION IN CALIFORNIA

Before a pesticide product can be registered for use in California, it first must gain a federal
registration from EPA. Federal law, data requirements, and regulations therefore largely determine

the content of pesticide product |abel applications submitted to Cal-EPA’ s Department of Pesticide
Regulation.

The basic steps registrants must then take to register EPA-approved pesticide product labels
in Californiainclude the following:

Registrants must submit to DPR a complete application -- that is, one containing all
the information required to support the type of registration action sought.

« Complete application forms, accompanied by all required data, are then routed
through an internal review process, in which each station is asked to make either a
“REGISTER” (concurrence) or “DO NOT REGISTER” (non-concurrence)
judgement. (Applications for products that are identical to other, already registered
products are typically not subject to scientific reviews).

. If no additional questions or requests for data arise and al review stations concur,
DPR approves the registration.

Once a pesticide product is registered in California, registrants and pesticide users must abide
by the use restrictions, safety precautions, and permitting requirements that DPR imposesto assure
adequate margins of safety. Due to the effectiveness of DPR and County Agricultural Commission-
er enforcement activitiesin most counties, custom and commercial applicators and growerstend to
take label and other use restrictions seriously.

GETTING INTO THE SYSTEM

DPR requiresthat an application for a registration action be complete and be accompanied
by all required supporting data (or permission to cite data already submitted to DPR by another
company), plus the $200 application fee. Different registration actions require different information
and supporting data and are subject to different time frames for completion under regulations
promulgated in response to the Permit Reform Act: 150 days to complete action on a new active
ingredient and 90 days on a new product or label amendment (these specifications are responsive
to alawsuit against the program brought by the National Agricultural Chemicals Association).
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Reqgistrants Perspective on the Registration Process DPR rejects about 50 percent of all
applications. This high rejection rate suggests there are significant hurdles to “ getting into the
system.” Such a high rejection rate also represents wasted time and effort, both in DPR and among
registrants. It creates a contentious environment and undercuts cooperation between DPR and the
affected registrants. DPR needs to understand and, whenever possible, alleviate problems or
misunderstandings leading to unduly high rejection rates. But registrants, too, bear responsibility.
Specifically, they must more rigorously follow instructions and comply with data requirements if
rejection rates are to be lowered.

One component of this study was to conduct a registrant survey regarding perceived
strengths and weaknesses of DPR’ s program (see Appendix 2 for adescription and analysis of the
industry survey). The survey waswidely distributed throughout the registrant community, but only
a small percentage of approximately 1,200 registrants responded. It is possible that those registrants
who took the time to respond were more likely to be among those who, for one reason or another,
have experienced problems with DPR’ s process.

The most common problems or complaints cited by responding pesticide manufacturers,
formulators, and distributors doing businessin California are;

« Application packages are rejected for trivial, easily corrected deviations from
required formats (such as three copies of a particular page instead of four, missing
page numbers, supporting data submitted out of order, or lack of an adequate index
to submitted data)

« The working styles of DPR'’s registration specidists are inconsistent -- for example,
some are less communicative than others

« Generally asaresult of communications with registrants when reviews are only
partially complete, DPR sometimes raises questions which later become moot or
have to be revised, making it more difficult and time-consuming for registrants to
respond to multiple requests for additional information

« Inconsistent explanations offered by different DPR staff regarding when a given rule
or policy applies, or what must be done to comply with it

Interpretations by DPR scientists regarding what is required to satisfy EPA’s
regulations, fulfill data requirements (or invoke data waivers), and follow study
protocols sometimes differ from EPA’ s judgements
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. DPRrequires registrants to provide documents and information from federal EPA
which the registrants themselves have not yet received and sometimes have trouble
securing from EPA

. Application packages get misdirected or caught “in limbo”
. Excessivetimefor actions to move through the system

Several examples and variations of the above problems were cited by industry survey
respondents and reviewed as part of the study. Nevertheless, data collected in the survey in
combination with the positive comments included in the responses indicate that, while problems
occur and do warrant attention, they are the exception rather than the rule. Typically:

. Magor registrants who have dmog daily interactions with DPR and know its rules
and requirements express relatively fewer complaints about the process but are more
critical of certain DPR policies and scientific inclinations

. Secondary registrants (formulators, specialty chemical manufacturers) who have
limited dealings with California experience the highest rejection rates and express
the highest level of frustration with what they perceive to be DPR’s excessively
onerous and rigid process

Complaints tend to be loudest from relatively small companies based outside California
selling alimited line of products that meet specialized market, institutional, or pest control needs
(for example, companies selling products like sanitizers and disinfectants packaged for and marketed
to hospitals or fast food restaurants, powders for home gardeners or greenhouse operators to control
certain plant diseases afflicting flowers, or pet soaps and shampoos to deal with ticks and fleas).
Among al respondents, those companies which reported the greatest difficultiesin complying with
DPR’s process and requirements tended to be companies selling predominantly nonagricultural
products. With only one or two exceptions, they cited as evidence of DPR’ s unreasonableness the
great ease with which they get their products registered in all other states.

DPR'’ s Perspective on Registration Hurdles 1n an effort to explain the 50 percent rejection
rate, DPR itself analyzed a random sample of 110 return letters sent in 1991 to notify registrants of
various deficiencies. The results of DPR’s analysis (summarized in Table I1.I), reinforced by
interviews with DPR staff, show that many submissions are deficient in more than one of the
following three categories:

1. Label Problems: The label submitted with the application has not been approved by EPA;
official notification of EPA approval was not enclosed; six copies of the EPA-approved final printed
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label (or printer’s proof) were not submitted; the label submitted is not in compliance with EPA
policy notices.

2. Data Not Submitted: The data required were not enclosed and/or no letter of authorization
was submitted to allow DPR to reference certain other required data that had been submitted
previously to DPR by another registrant.

3. Application Errors: The application is incomplete; EPA confidentia statement of formula
differs from that on DPR application; brand name changes; registration fee was not submitted.

Table 11.1:  Basisfor Rejection of 110 Registration Applicationsin 1991

Applications Data Labels
Number of
Packages 29 62 89
Per cent of
110 Cases 26% 56% 81%

NOTE: Tota packages sum to more than 110 because 54 had deficiencies in two or more areas.
SOURCE: Registration Branch review

What the numbers alone do not reveal is that DPR’s tracking system records clearly indicate
rejection rates are highest with registrants/applicants who are inexperienced in submitting
applications to DPR. As stated above, rejection rates are much lower (near zero) with basic
manufacturers and other registrants who deal regularly with DPR. However, from our survey of
registrants, we also noted that even generally successful registrants report what they perceive to be
periodic inconsistency in the application of DPR’s requirements. Ambiguity inrules, policies, and
procedures is another common complaint.

Another important insight emerged from the registrant survey. Severa registrants
complained about the time it takes for applications to get through DPR’ s process, saying packages
get caught “inlimbo.” Pressed to offer examples, specific cases cited often involved aregistration
application for a pesticide about whose use DPR had risk concerns. Rather than denying the
application following itsinitial review, DPR worked with registrants to collect additional data or
clarify issues to alleviate DPR’s concerns.  Sometimes a difference in scientific opinion or
judgement lies at the heart of disagreement between DPR, registrants, and EPA.
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Rather than “just say no,” DPR tries to assess the validity of registrants arguments and tries
to determine the relevance of additional data which registrants submit to make their case. When
registrants cite EPA’s risk assessments and judgements as reasons why DPR should approve an
application, DPR scientists generally want to have a chance to review EPA’s risk assessment and
decision documents. This step takes additional time because such documents are not routinely
shared, nor in many cases are they readily available. These and other steps DPR takes to avoid
rejecting an application do take time and do divert DPR'’s resources from other actions. Asamatter
of policy and efficiency, DPR perhaps should deny applications which it has determined fail to
provide sufficient information to demonstrate adequate margins of safety and smply providea
statement of itsreasons. Registrants would then be free, of course, to submit another application,
accompanied by more information or data responsive to DPR’s concerns.

Recommendation #1. Establish an “Ombudsman Office” in the Registration Branch

Despite DPR’ s generally successful effortsto communicate with the regulated community,
problems continue to arise with submissions. DPR needs the internal capacity to more systematical-
ly evaluate both the legitimacy, causes, and solutions to recurrent problems. This capacity should
consist of people with the clear responsibility, on an ongoing basis, to review procedures in response
to complaints so that DPR can assure efficient, fair, and timely resolution of problems. Therefore,
we recommend that the Registration Branch establish a new position of “Ombudsman” whose
responsibilities would include receiving inquiries and complaints from registrants and applicants and
then working with branch managers and registration specialists to correct deficiencies in registration
submissions as consistently, simply, and expeditiously as possible. In short, when a problem arises
or poor communication occurs, the Ombudsman should serve as a single point of contact between
DPR and registrants.

Under certain circumstancesinvolving questions of the applicability of Californiarulesand
data requirements to a new active ingredient, or amajor new use pattern for an already registered
active ingredient, we further recommend that the Office of the Ombudsman coordinate “ up front”
meetings between a prospective registrant and DPR registration specialists and scientists. Such
meetings would provide companies a chance to aert DPR to new chemistry that might soon become
available and could speed up the registration process by assuring that companies understand up front
which data requirements they will be asked to satisfy. The Ombudsman should issue apolicy letter
explaining the information DPR would expect to receive before scheduling such a meeting and the
ground rules governing the meeting itself. These rules should strive to assure that the meetings
foster efficient communication and not simply provide applicants a chance to lobby DPR staff. This
can be done by assuring that a substantive agenda is agreed upon in advance, consistent with the
rules governing such meetings. Also, DPR should make it clear that such meetings are advisory and
that DPR will have to act upon such requests for meetings in light of other demands on staff
resources and its own sense of priorities.
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Recommendation # Strive for Consistency within DPR and Compatibility with EPA

Most registration actions that DPR evaluates have aready been approved by EPA.
Registrants complain about the extratime and expense entailed in filling out Californiaforms,
because Californiaforms require basically the same information aready provided to EPA. For
example, DPR has its own form to request the confidential statement of formula for a pesticide
product. DPR’ sform differsin design and format from EPA’ s but asks for largely identical informa-
tion. Registrants point out that clerical errorsin transferring the information from the EPA to the
DPR forms are not entirely avoidable.

We recommend that, whenever possible, DPR either accept photocopies of forms submitted
to EPA or design DPR’sformsin such away that identical information can be easily transferred.
Likewise, to the full extent possible, DPR should continue its current policy of accepting data
previously submitted to EPA in the same form, including reregistration data sets. These procedures
will help minimize the time required for registrants to submit to DPR the same information that EPA
has already reviewed. As aresult, registrants will be able to expedite preparation of California-
specific information for DPR which is not required by EPA.

Recommendation #3: Provide Training Sessonsand Materialsfor the Regulated Community
We recommend that DPR regularly and formally offer training sessions designed to facilitate

timely processing of pesticide product registration applications. These sessions should offer detailed

instructions on how to submit applications, which data requirements apply, and how to meet them.

DPR has held two such sessions, both of
which were sponsored by industry tradeassocia- “For thefirg time, | actually understood what
tions. The first, in 1989, was attended by agri-  they want and how they use the information. | think
cultural registrants; the second was held in 1991 mutg’r‘lg'ggoﬁzgnvm gﬁpslj‘sr:&mgg'sate['%%
and was de_sgned_fc_)r registrants of home use should do more training, including sessions on tech-
and industrial pesticide products, and formula-  hica issues, |
tors. The sessions were well attended and wide- - Training Session Attendee
ly praised. We recommend that DPR design
generd training sessions and educational materi-
als regarding the registration process (required information and format for submissions; how to
communicate with DPR regarding the status of each submission). Wefurther recommend that DPR
develop specialized training and materials in such areas as California-only data requirements and
worker safety exposure monitoring methods, methodol ogies to estimate margins of safety and the
effectiveness of proposed risk mitigation measures, and policies governing minimally acceptable
margins of safety.

By offering aregular schedule of annual sessions and timing them properly, DPR can
incorporate new issues and solutions to recently encountered problems into the materials and
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program in time to help registrants avoid problems in the following year’s application cycle. We
recommend that day-long sessions be run by DPR staff and structured to allow ample time for
discussion and interaction. Wefurther recommend that attendance feesand chargesfor information
packets and other materials be set by DPR to recover al direct and staff expenses, plus the costs of
preparing educational materials. Finally, we recommend that written materials be made available
at cost to registrants unable to attend.

Recommendation # Make Changes in Registration Policy and Procedure in an Annual Cycle

We recommend that DPR coordinate, to the extent possible, the timing of changes in policy,
datarequirements, and proceduresin aonce-a-year cycle and communicate to registrants when and
how to get information on the changes which may affect them. A key part of this effort should be
a communications strategy to increase the likelihood that prospective applicants will learn about the
changes well in advance of effective dates -- early enough to assure high compliance rates in the
next round of applications. Wefurther recommend that DPR’s training sessions and educational
materials be updated annually.

This recommendation does not apply to pesticide product actions and policy statements
emanating from the need to impose new risk mitigation measures, nor to notices clarifying existing
requirements and policies when questions arise, nor to notices that must be published on a schedule
to meet statutory requirements. However, an update and review of all such notices issued in the
previous year should be a routine component of the annual training and policy update cycle.

GETTING THROUGH THE SYSTEM

The path an application deemed complete follows through the system is often direct and
quick. In some cases, however, it can be full of unexpected turns and detours, few of which speed
up the process. In some cases, steps or procedures put in place to comply with a mandate or goal
actually compromise attainment of other mandates and goals. For example --

. Adhering to Permit Reform Act time frames to avoid the loss of registration fees
adds afiscal dimension to priority setting -- decisions which should be risk-driven

. Completeness of all reviews compromises timeliness and impedes DPR’ sahility to
get new, safer products on the market or to reduce or eliminate risks from those
aready registered products that turn out to be hazardous

. Effortsto limit risk mitigation measures to only the counties where they are needed
complicates enforcement activities
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Sometimes registrants get caught in a cross fire between DPR and EPA or between branches
within DPR. In afew cases, registrants have been confronted with having to choose which agency’s
requirementsto violate. For example, one respondent to the industry survey recounted the story of
alabel amendment involving a change in toxicity category which had been accepted by EPA --
thereby invalidating its old label. Upon reviewing the same application, DPR was unable to approve
the new label but would have allowed the product to remain in use under the old label. According
to the registrant --

This put the production/sale of the product in limbo. We cannot put either [abel
on the product without being out of compliance somewhere. The peculiar aspect of
this action isthat the data that were found unacceptable [by DPR] were not the data
submitted to support the action; those data were found acceptable. Rather, this label
amendment provided an opportunity for DPR to “dig into” other aspects of the
product and regquest additional data when they had not been required by EPA.

Many registration applications move through DPR’s system quickly. Those moving slowly
typically raise questions about levels of risk, the adeguacy of risk mitigation efforts, or degree of
compliance with EPA policies. Magjor new uses or label amendments for highly toxic materials
typically receive close scrutiny, as do al new active ingredients. In many cases, DPR focuses much
more closely than EPA on the acute data and risks associated with formulated end-use products and,
in so doing, discovers that the data in support of many EPA-approved labels either do not meet
EPA’s own requirements or raise risk concerns that DPR is unwilling to accept without further study
and/or risk mitigation measures.

When deficiencies are found and addressed by DPR, in effect the program is highlighting
long-standing problems with existing registrations and |abel sthat EPA is striving to rectify through
federal reregistration. But, while EPA’s schedule for completing reregistration stretches into the
next decade, California law and policies force DPR to confront and deal with such problems
associated with a given registration application when they first arise.

About 9,000 registrations are approved or renewed by DPR annually. The vast mgjority --
some 7,500 renewals -- require no new data or scientific review and move through the systemin a
matter of days, provided they are accompanied by the correct fee. Each year, registrants seek non-
substantive label changes covering about 1,000 existing registrations, nearly all of which move
through the system in afew weeks. And every year, about 1,500 new product registrations are
granted and about 1,500 existing registrations are dropped.
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2,000-2,400 DPR actions annually involve new products or substantive label amendments.
These actions are described in Table 11.2 (see next page), which presents information on atypical
DPR program year. TableIl.2 coversregistration and scientific review activities relevant to
decisions on distinct registration applications, as well as general data reviews for active ingredients.
It does not encompass much of DPR’s data call-in and review activities nor field level worker-safety,
environmental monitoring and pest management, and enforcement efforts. The table displays

estimated percentages of DPR activity devoted to different types of actions, time frames for
completion, and common reasons why some actions are delayed.
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Table 11.2: DPR Registration and Scientific Review Activity: Type, Nunber, and Timng of Actions
in a Typical Year

. Per cent_of Ti e Ranges Common__Reasons
Type of Action Nunber DPR Effort to Conplete for Delav
Data Call-Ins 1800 15-25 N A N A
New Product Registration 1520 27-45 Lack of efficacy data;
Products containing new a.i. 6203 (20-30) 16- 24 nonths unm tigated risk concerns
New brand nanes/distributors* (1000) (2-5) [ -2 nont hs*
New products needing scientific
revi ews (500) (5-10) 4-8 nonths
Label Amendnents 1700 16- 27 Label problens; |ack of
Subst antive changes {700 (15-25) 3-12 nonths California-only data
Nonsubst anti ve changes ( 000; (-2) -2 nmonths
Section 24(c) 180 4-6 2-5 nonths Need to generate California
efficacy or worker safety data
Section 18 35 2-4 1-3 nonths** Lack of econom c data; inadequate
document ati on of energency or no
alternatives
Reeval uation | -4 2-6 2-4 years Need for additional data; higher
priority demands on staff
scientists
"Chemical of the Year Crisis" -2 5-20 6-18 nont hs Lack of data to resolve imediate
health concerns or economic
i npact s

NOTES: Total nunber of actions are estimates (averages reflecting the past five years of DPR program activity).
The time franes and reasons for delay are taken from actual case records in DPR s tracking system respons-
es to the industry survey, and interviews with DPR registration specialists.

' EPA typically accepts a change in brand name automatically upon receipt of a letter from the registrant.
California law requires registrants to subnmit a whole new application, acconmpanied by another $200 fee.
* %

I ncl udes EPA's 50-day review

SOURCES: Review of DPR records, staff interviews, and the registrant surveys (see Appendix 2).
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Timeliness in Entering the California Market 1n the industry survey undertaken as part of
this project, severa registrants complained about significant losses in sales revenue when DPR
requirements, or the time DPR needs to carry out reviews and make decisions, postpones the date
when a product can be legally used in California, Many instances were documented in which a full
production season, and sometimes two, were lost. Three reasons typically cause DPR to regject
current applications and/or defer decisions:

« Waiting for acceptable data to fill mandatory California-only data reguirements,
especially efficacy and worker safety related data

« The standard set forth in California law for judging the adequacy of a study --
“complete, valid, and adequate” to reach a safety judgement -- is more rigorous in
practice than EPA’s standard, under which EPA will often accept a study asfilling
a data gap (sometimes with other available information) but defer carrying out a risk
assessment based on the data until called for through reregistration or in a special
review

« Concerns about risks to applicators, workers, or the environment which do not seem
adequately addressed given currently available data

In particular, registrants complain about the requirement to develop efficacy data in
Cdiforniato cover anew closely-related crop or pest for products that have a proven track record,
or which have been changed in ways that would not alter performance. Moreover, demonstrating
efficacy in the “spray and count” type of efficacy field study required by DPR, in compliance with
EPA study protocols, may be inappropriate for certain biological products which work not by killing
pests but by disrupting normal behavior patterns. To maximize the efficacy of pheromone confusion
products, for example, they need to be used over large areas and in the context of a carefully
managed crop protection system. These and other pest management system factors, crucial to
efficacy for many biochemical pesticide products, are not adequately accounted for in EPA’s
outmoded efficacy data requirements and study protocols. DPR recognizes this shortcoming but
remains obliged to follow EPA’ sdatareguirements. In the case of biorational pesticides, DPR has
sought and adopted suggestions from registrants regarding how efficacy trials should be designed.

The bottom line, as Table 1.3 illustrates, is that most products move through DPR’ ssystem
asfast as, or faster than, through EPA's. Based on examples cited by registrants responding to the
industry survey, average times in months are shown for completion of the same registration action
by EPA and DPR, aswell as the time span between EPA registration and use in most other states,
and availability for usein California. Datain Table 11.3 provide avalid basis for comparison
because registrants were instructed in the survey to report information on the first three actionsin
each category completed in 1990 and in 1991 (for a total of up to six actions). Few respondents
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reported more than six actionsin any one category, so the sample of cases cited can be viewed as
an accurate reflection of “average” conditions.

Tablell.3:  Timeto Complete Actions by EPA and DPR, as Reported by Respondents to
Industry Survey

Typeof Action Number Months to Complete Months from EPA
EPA : DPR Approval to Use
in California

New Products 28 172:75 14.9
Label Amendment 17 8 :3 74
New Active

Ingredient 7 16.6: 16.7 22.7
Change in Ownership 5 52:09 4.0
Change in Formula 5 6.6:3.8 7.8

NOTE: The column “Months from EPA Approval to Usein California’ includes the average
time between approval by EPA and submission to DPR, any time that passes before
DPR accepts a package as complete, time needed for DPR review and action, plus one
month for posting. These figures were computed using responses from the industry
survey which provided the necessary dates and which indicated typical registrant
actions. Responses which reflected unusual circumstances and/or purposeful marketing
decisions were not included.

SOURCE: Responses to industry survey (see Appendix 2)

The EPA-approval-to-California-use time span warrants special attention and is a major
concern to registrants and growers. Environmentalists should also take notice, since most safer
pesticide products, including Bt, pheromone confusion products, neem, herbicidal soaps, and other
biorational pesticides also tend to move slowly through DPR’s process. The time span between EPA
approva and use in California has three components:
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« The time needed for aregistrant to develop and submit a complete, acceptable
application to DPR after receipt of an EPA label

« Thetime DPR needsto review and act upon the application (second set of numbers
in the middle column of Table I1.3)

« Regulations pursuant to the California Environmental Quality Act which requirea
30-day posting period after an application is approved to alow for public comments,
prior to the date a pesticide product can be legally used (registrants report that this
requirement typically causes about a 45-day delay)

Recommendation #5. Cut by At Least One-half over the Next Two Yearsthe Average Time
between EPA-approval and Usein Californiafor New Active Ingredientsand New
Products
DPR bears only partia responsibility for the delay between EPA-approval and California

registration. Sometimes, registrants fail to plan ahead adequately and do not initiate studies soon
enough to generate data they know DPR has to have. Someregistrants are not primarily interested
in the Californiamarket and so put off developing California applications and data.  Still, there is
much DPR can and should do in getting new products -- which will generally be safer than older,
still registered products -- onto the market faster,

We r ecommend that DPR strive by 1994 to approve applications involving new active
ingredients within eight months, on average, and to assure that al new active ingredients get through
the system (or be denied) in no more than 12 months. Such time frames -- tight for new active
ingredients, but realistic -- should be embodied in a change from the current 150 days for final action
in DPR’s Permit Reform Act regulations to 240 days.

DPR should continuously strive to convince registrants that its process and policies, while
rigorous and thorough, are nonetheless orderly and science-based. It should do all it canto clearly
and frequently communicate its requirements and policiesin an effort to demystify the process and
heighten confidence that outcomes can be predicted. It can work toward these goals by implement-
ing several new policies and procedures addressed earlier -- the Ombudsman office, “up front”
meetings, training sessions, and clear articulation of data requirements and policies.

In the case of new active ingredients, we recommend that DPR develop procedures and
policies that either accept with minimal oversight EPA reviews of core toxicology, residue
chemistry, and environmental fate data, and/or carry out its own reviews early in the regulatory
review process (such as at the Experimental Use Permit stage). Such steps will speed up progress
through DPR review stations when the full application is received and help identify any scientific
questions DPR will ask registrants to clarify. Itislikely that DPR will have to overcome both
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statutory constraints and political resistance in
acting upon this recommendation. For these “ Given EPA's performance [in reviewing core
reasons, DPR and Cal-EPA must persuasively toxicology stucji% on new active ingredients|, we
articulate the potential benefits in terms of should not be in a“blg hurry to trade known hazards
|lessened use of more hazardous materials asso- 1O UKNOWN o e alifornia Public Hedlth Scientist
ciated with getting new products registered more

quickly, particularly safer pesticide products.

A third option to speed up the process would be for DPR and EPA to carry out concurrent
reviews. If thisoptionistried, the reviews should be set up to avoid situationsin which registrants
can play DPR and EPA scientists off against each other. Such reviews should not just be done
concurrently, they should also be done collaboratively so that technical issues and scientific
judgements can be resolved internally without undue pressure from registrants.

Oneway DPR could lend structure and predictability to the process of deciding which new
active ingredients warrant in-depth DPR reviews, and for which studies, would be to establish
toxicological, chemical, exposure, and use-pattern related criteria governing the circumstances when
EPA reviews and risk assessments might be relied upon heavily by DPR in expediting its own
decision making. Such criteriaare under discussion at the federal level, within both EPA and the
Congress, in the context of “safer” pesticide policy proposals. Werecommend that DPR experiment
for two years with this approach and begin by publishing a set of criteria. Registrants should then
be given the option of asking for expedited review of new active ingredient data packages. These
requests would need to be accompanied by data and the reasons why the registrant believesits new
active ingredient meets the criteria, along with copies of EPA’s reviews of the chemica’s basic data
package and EPA’ s decision documents summarizing its risk assessment.

We offer an additional two-part recommendation applicable to proposed label anendments
for adding anew use, atering a use pattern, or seeking other non-substantive label changes. The
first part of the recommendation should not be acted upon without comparable action on the second.

Part 1 In the case of relatively minor label amendments involving a pesticide product
containing inert or active ingredient(s) with a solid record of safe, efficacious use in
California, we recommend that DPR routinely accept -- without in-depth scientific
review -- EPA’ sdecisionsregarding such label changes. Such amendmentswill
typicaly include changes in brand names, changesin company ownership, or other
trivia clarifications or additions to a product label that will have little or no impact
on use patterns or risksin California.

Part 2 But we also recommend, in cases where label changes entail adding a new crop, a

new target pest, or changing use patterns or where non-substantive changes are
requested for a pesticide product that contains an inert or active ingredient that has

Chapter 11 25



caused problems in California or for which there is new evidence of the potentia to
cause problems -- whether human health, environmental, or efficacy -- that DPR
continue its current policy of not approving label amendments (even minor ones)
until outstanding risk-related concerns are aleviated.

Last, we recommend that DPR waive or change the requirement for California-specific
efficacy datawhen an amended |abel includes anew target pest closely related to other target pests
already on the label, or a new crop closely related to other crops. For actionswith little bearing on
a pesticide product’s efficacy, DPR should strive to complete its approval action within one month,
on average. Thiswould free up a portion of DPR registration and scientific resources to be
redirected to reviewing applications for use patterns that do raise significant concerns regarding
efficacy or risksin Californiawhich have not been adequately evaluated by EPA nor addressed on
product labels.

Stepsin the Regidration Process Each
“We much prefer DPR's system of routing all application for registration is assigned to a

communication through one registration specialist. registration specialist whose job it is to route the
It saves time and helps build trust and under stand- package through the process and assure that
Ing. EPA's system...is very tough to keep track o each review station has the data it needs to carry

- Industry Survey Respondent ) 1 it assessment. The registration specialist
also compiles a docket recording the conclu-
sions reached as the review progresses. When
DPR needs additional information -- if, for example, a question arises regarding a study protocol --
the review station needing that information asks the registration specialist to contact the registrant.

This system works well to the extent that it channels all DPR-registrant communication
through the registration specialist assigned to the application. Moreover, each of the approximately
1,200 registrants is assigned to one specidist, a policy which has helped foster clear and efficient
communication. On the other hand, this approach can also lead to trouble when a registration
specialist and a company representative begin to have problems working together cooperatively.

Thereisno “normal” route through the process. The stations where reviews are relatively
more straightforward, especially those within the Registration Branch -- biology, chemistry,
entomology, microbiology, and plant physiology -- often are among thefirst to receive application
packages. Thus, theinitial reviews of an application tend to proceed on schedule. Review stations
with big backlogs are initially avoided but, beyond this attempt to avoid making backlogs worse,
routing decisions are not systematic. Table I1.4 summarizes the functions of the basic review
stations and displays data on the number of packages and average time required for packages to clear
each station in 1991.
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Table I1.4:  Stepsin the Review Process and 1991 Program Perfor mance

Number of: Timein Station (days)
Reviewer s:Packages Mean : Lower/Upper Range
Registration
Chemistry 3.576 18.1 : 1.4/34.7
Microbiology 2: 247 17.8 . 6.6/29.0
Plant & Disease
Protection 1:336 16.4 : 6.1/26.6

Plant Physiology 2: 174 10.9: 0.0/22.6
Fish and Wildlife 1: 184 9.4:0.0/19.6
Medical Toxicology 6:570 40.0 : 13.9/66.1
Worker Health and Safety 2:376 20.2:0.0/41.9
Total Time (all stations) 132.8

NOTE: Worker Health and Safety packages and time in station data are for 1990.
SOURCE: Time in station and number of packages from DPR Annual Tracking Report, personnel
numbers from DPR organization charts and the Governor’ s Budget FY 90/91.

DPR program managers contend that between 93 and 99 percent of the mean time in station,
as shown in Table 11.4 above, actually represents delay caused by backlogs rather than time needed
to carry out reviews. Accordingly, of the average 132.8 days it took in 1991 for a package to move
through evaluation, over 120 days represented time that the packages were caught up in backlog-
driven delays. Clearly, the timeliness of DPR actions could be greatly enhanced with no lossin
quality. Through a combination of policy, budgetary, and management efforts, DPR could markedly
reduce the volume of packages and actions tied up in backlogs and, once caught up, keep the volume
from rebuilding by altering the nature of the review process or the number of people carrying out
reviews, or both.

Workload DPR's workload falls into three basic categories: registration actions, data call-in
and review, and dealing with the outside world (including other agencies of the state and federal
government). Workload in thefirst category, registration, is driven by the number of applications
received and is product specific. Workload in the second category, data call-in and review,
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emanates largely from legidative mandates, affects both active ingredients generically and
formulated products, and is not tied to a given registration action. DPR staff doing legislatively
driven data call-in and review work get involved with product registrations to varying degrees.

The third category of DPR work -- what might be called “exogenous shocks” -- isthe most
unpredictable. For that reason alone, if for no other, it isasource of growing concern if DPR isto
deal successfully with itsroutinework. “Exogenous shocks’ include such things as the “Chemical
of the Year” phenomenon (such as the metam-sodium train spill in July 1991), budget gridlock and
uncertainty, poisoning incidents, unexpected EPA actions, political pressure to either register or
cancel certain products, or new initiatives taken by other agencies which affect pest control efforts.

Since 1990, DPR has handled about 40,000 submissions of data, registration applications,
requests for state registrations, and other sorts of actions. Dictated by new state laws, the volume
of data needed to apply for and retain most types of registrations has more than doubled in the last
decade. Thefollowing examples of recent additions to the California Food and Agriculture Code
areillustrative:

« Article 14 wasadded by the “Birth Defect Prevention Act of 1984” (SB 950/Petris)
and requires registrants to fill 10 core toxicology data requirements. This process
is nearly complete on aninitial list of 200 active ingredients, and DPR is now
starting the process on what may become up to another 400.

« Article 15 arose from “ The Pesticide Contamination Prevention Act of 1985" (AB
2021/Connelly) and requires DPR to collect extensive data needed to estimate the
leaching potential and environmental fate of pesticides.

« Section 13131 was added in 1991 by AB 2161 (Bronzan) and requires DPR to carry
out anumber of new actions, including dietary risk assessments.

« AB 1807, passed in 1983, reguires DPR to monitor and evaluate risks associated
with certain pesticides that are found in the ambient air.

Exogenous shocks include administrative actions by other California agencies. Typicaly,
these actions are triggered by laws, including voter initiatives. For example:

¥ Sate Water Resources Control Board challenged DPR to meet maximum contami-

nant levelsfor rice herbicides in the Sacramento River (see more discussion of this
issue in Chapter V)
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* Air Resources Board has called for restrictions on volatile organic compounds,
including pesticides, that appear in a number of products. The ARB monitored
schools and residential areas in the San Joaquin Valley and found the soil fumigant
Telone at unacceptably high levels. Local air resources boards are also beginning
to show an interest in imposing regulatory controls on certain pesticides. For
example, the Monterey Bay Unified Air Pollution Control District wants to control
the way methyl bromide can be applied in that area for purposes of protecting the
ozone layer.

* EPA, in order to comply with the 1986 Montreal Accords, may cancel or severely
restrict soil fumigant uses of methyl bromide by or about the year 2000. Methyl
bromide is about 60 percent as efficient as chlorofluorocarbons in thinning the ozone

layer.

Gridlock Growing workload relative to staff size places a premium on administrative
efficiency. DPR’ sworkload is undeniably growing, so it will face increasingly pervasive gridlock
to the extent it failsto develop and adhere to priority setting mechanismsin deploying its scientific
and analytical resources.

Asit worsens, gridiock will have several negative consequences. It will slow down the
approval process for safer pest control products and other new active ingredients. It will reduce the
number of pesticide products that DPR can realistically move through reeval uation and will stretch
out the time between data submission, review, risk assessment, and the imposition of risk mitigation
measures. It will heighten tensions with registrants, force growers to suffer possibly avoidable crop
losses or incur higher than necessary crop protection costs, and breed skepticism among environ-
mentalists who are |ooking for decisive action quickly whenever new data or incidents suggest the
presence of unacceptable risks.

DPR also sometimes gets bogged down in complying with |egislative mandates that make
little sense relative to one or more of itsmissions. Furthermore, laws sometimes compel DPR to
impose requirements which are hard to justify economically. In other cases, DPR lacks the tools
it needs to accomplish change in how pesticides are incorporated within crop protection systems.

|mpact of the Permit Reform Act  The Permit Reform Act requires DPR to communicate
to registrants whether their applications are “ complete or deficient” within 120 days for new active

ingredients, 60 days for most types of actions, and 30 days for renewals. DPR is then given 30 days
more for each type of action to “approve or deny [the] permit.”

These time frames arose from and reflect conditions in the 1970s and early 1980s when DPR

analyzed only summaries of afew studies on each application. The time frames in the regulations
evolved from an industry lawsuit alleging too slow a pace in completing actions. For applications
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that warrant DPR review, these time frames are unredlistic in the 1990s because there is so much
more data and so many more kinds of risk that must be evaluated in support of adecision to grant
aregistration, DPR should strive to meet them on averagerather than on a per application basis by
limiting the scope of reviews on pesticide products that DPR knows a |ot about and which rarely
cause problems. It will need and should take more time in other cases.

Because reviews and decisions are rarely completed within the allotted time to approve or
deny registrations, DPR complies with the act by sending aletter to applicants reporting the status
of itsreview. Registration specialists try to manage the process so that a reasonably thorough report
can be sent at the end of the 60 or 120 days. They try to route packages so that as many review
stations as possible have seen the application. Often these status report |etters also contain requests
for more dataor clarification of certain information submitted in support of a package. |dentifica-
tion of deficiencies or requests for new data “ stop the clock” for purposes of compliance with Permit
Reform Act time frames. When the applicant does not reply to this notification and/or when DPR
formally denies an application because of unmitigated risk concerns, the registrant must submit a
new application to continue pursuing the label, automatically starting anew “clock” under the
Permit Reform Act -- and requiring another $200 application fee.

No Relief from Uncertainty Despite its best efforts, DPR is often thrust into the unknown

and hasto go beyond routine procedures to deal with uncertainty -- whether scientific or political.
These challenges test DPR’s analytical expertise and its management skills and systems.
Unfortunately, scientific uncertainty promisesto remain part of the pesticide regulatory processfor
the foreseeable future. Appendix 6, Improving the Science Basefor Regulation, outlines several
essential areas in which regulators may be able to improve risk assessment methodol ogies and
knowledge of the environmental fate of pesticides and to gain new insights into how people, pests,
and pesticides interact. These efforts are important but will never completely remove uncertainty
regarding the actual risks of pesticide use.

Recommendation #6 Amend the Permit Reform Act and/or Modify Its Implementing

Regulations

The impact of the Permit Reform Act on pesticide regulation in Californiais a good example
of unintended consegquences. This generic statute strivesto require that regulatory agenciestreat all
citizens and businesses on a “first come, first served” basis. Not allowing a given application to
“break into line” evolved into aDPR policy, driven by the need to comply with Permit Reform Act
regulations. DPR’sfailure to comply with the time frames would place registrants in a position to
request arefund of their $200 application fee. DPR hasworked assiduously to avoid this outcome.

If al pesticides were created equal and posed roughly comparable technical questions as they
move through the process, this “no breaking into line” policy might make sense. But DPR
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specialists know that all pesticides are not equal, either in terms of the risk of using them or the
difficulty in reaching registration decisions about them. DPR staff need a greater degree of
flexibility to accelerate progress through the system for safer pesticide products that can help
growers, nonagricultural pesticide users, and the general public move toward more effective and
affordable ways to control pests.

Werecommend that DPR seek an amendment to the Permit Reform Act or modify existing
regulations to establish more realistic time frames in which to complete actions and to set goals on
the basis of the average time needed to complete a particular type of action. This change would
leave DPR free to adjust the intensity of individual reviews. DPR should also establish an
exemption from the first come, first served principle of registration action management for safer
pesticides (see the end of this chapter, or Appendix 8 [Glossary], for definitions of “safer,” “high
risk,” and other terms and concepts used throughout this report). This exemption would produce two
important public health and environmental protection benefits:

. Safer pesticide products would reach the market sooner

« DPR could more effectively target its data collection efforts on high risk products
and use patterns for purposes of risk assessment and crafting of risk mitigation
measures

Recommendation #: Overcome Gridlock and Delays by Periodically Purging the System of
Backlogs
An unlikely but straightforward solution to gridlock would be for the Governor and
Legislature to provide DPR with adequate resources to match staff levels to workload needs. This
step is unlikely because of California’s severe budgetary problems, and because views diverge so
fundamentally among key interest groups. Until there is a closer match between resources and
work, DPR should take minimally disruptive steps to loosen the grip of gridlock.

We recommend that DPR develop mechanisms to move applications which raise no signifi-
cant new risk concerns and which involve an active ingredient which DPR feels it knows a lot about
through the process well within current Permit Reform Act time frames. In such cases, which would
not include applications for new active ingredients, we recommend specifically that --

« A team of experienced DPR scientists and registration specialists meet regularly to

determine which applications should be designated as prospectively “low risk,”
before the packages begin moving through the system
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« Each review station should make a preliminary review of low risk (or safer) pesticide
product packages within seven days, forwarding all those for which no basis for
concern was identified in the initial review

« When the initial seven day review raises concerns warranting more in-depth review,
stations should have no more than 30 days to reach ajudgement regarding whether
to recommend registration, make a request for further data, or recommend a
comprehensive risk assessment to determine the need for risk mitigation measures

. Each station should reduce its backlog of submissions needing review at the
beginning of each month to no more than one-quarter of its monthly average number
of submissions evaluated over the preceding 12 months (each station should be given
the responsibility of developing the best means to accomplish this objective by
streamlining reviewsin away that does not compromise other goals)

In conjunction with the above steps, we al so recommend that DPR develop, test, and refine
mechanisms to purge the system of backlogs at least semi-annually, and preferably quarterly or even
monthly. One step toward this goal might be to announce two moratoria per year, each lasting two
weeks, during which no new registration applications would be processed. During these periods,
to be scheduled before and after annual spikes in the number of new registration applications,
Registration Branch staff would focus on clearing away backlogs, conducting registrant workshops,
and assessing the need for internal policy development. Scientific staff and review stations should
use these times to work their backlogs down to or below target levels -- no more than one-quarter
of an average monthly number of submissions in need of evaluation -- and to assess internal
management iSSuUes.

We recommend that DPR seek from the Governor and Legislature authority to change its fee
and/or mill tax rate structures so that it can more systematically aleviate the factors contributing to
backlogs. Feesand the mill tax together should generate enough resources to complete actions and
get through the process of implementing statutory mandates such as SB 950 on a more timely basis.
Penalties and resubmittal fees should be set high enough to serve as a deterrent to applicants who
waste DPR’ s time by submitting incomplete or erroneous packages.

Feesfor various types of actions and submissions should be adjusted so that they more
equitably and redlistically reflect the work entailed. All actions taken by DPR, including label
amendments, should entail afee. If problems persist in financing DPR’ s program, DPR might also
seek authorization to impose resubmittal fees of no less than $100 and up to one-half the applicable
fee on packages which are rgjected as incomplete. A resubmittal fee might also be applied when
registrants ask DPR to review additional datawhich it feelswill alter DPR’s assessment of risks or
exposure levels.
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Recommendation #8 Establish Proceduresfor Clear and Efficient Communication with
Registrants on Pending Applications
Registration specialists should be encouraged to seek resolution of nonsubstantiveissuesin
the most direct way possible, minimizing the time and expense required to resolvethem. The
Ombudsman position we recommended earlier clearly has a constructive role to play here.
Likewise, dialogue between DPR scientists and applicants can also prove helpful in expediting
resolution of many sorts of issues that might otherwise take considerable effort to resolve.

We r ecommend that DPR review and revise as needed Policy Letter 87-2, along with other
policies which shape current proceduresfor registration specialiststo follow when communicating
with registrants regarding pending applications. For example, when scientific uncertainties arise
which necessitate requests from DPR for more information, communication procedures should be
designed to --

*  Assurethat all scientific issues and data requests have been determined and clearly
communicated to registrants

« Describe the basis for concern leading to the request for further information

« Explain the risk-related criteria that are normally applied in reaching comparable
judgements regarding the acceptability of risk

Recommendation #9: Customize Policies and Proceduresto Apply Data Requests Systemati-

cally and Achieve Risk Mitigation Targets Uniformly

After the release of areport by the Senate Office of Research (SOR) in March 1990, DPR
became stricter in insisting that al data gaps and risk concerns be resolved before granting registra-
tions. Some registrants were caught by surprise when DPR raised a range of generic questions
regarding the availability and adequacy of data on products with long-standing registrations whose
renewal had received little notice in previous years. In one case involving a sulfur product reformu-
lated in away that reduced the sulfur content by less than 1 percent, DPR’s new policy triggered a
decision to carry out athorough review of the product, including a request for additional studies.

We recommend that DPR strive to become more systematic in distinguishing between a
change in policy or procedure that should be adopted uniformly and applied across all registered
products from actions or requirements properly directed toward a single pesticide product. For
example, changes in policy governing acceptable levels of risk or adoption of a new model for
estimating a particular type of risk should apply to al products and be imposed across all products
within a given annual cycle of registration activity. Such changes should be announced well before
the next registration cycle begins and included in annual registrant training workshops. DPR also
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needs to retain the existing policies and procedures that allow it to customize data requests and
regulatory actions which should apply only to a single pesticide product, or a small set of products.

Recommendation #10: Changethe “No Alternatives’ Rulein Cases Where an Additional
Product Will Reduce Risks and Promote Sustainable Crop Protection Systems
State and federal laws require that several DPR decisions be predicated on afinding by the
Director that no viable aternative pesticides are registered for the same use or that no viable
biological or cultural pest control practiceis available. Examplesinclude --

* FIFRA Section 18 “Emergency Exemptions’
. “Specia Loca Need” labels under FIFRA’ sSection 24(c)
. Deferral of suspension under the state SB 950/ SB550 process

This requirement, imposed on DPR by statutes and EPA regulations, creates a defacto policy
encouraging the use of a single pesticide to control a given pest in a given environment. By so
doing, it sets the stage for possibly excessive exposure in certain areas and for the emergence of
genetic pesticidal resistance. Moreover, progressin developing biointensive IPM systems depends
upon access to awider rather than narrower range of pesticides and control options.

Insisting on no alternatives may set the stage for serious ecological and environmental
problems. When all or most growers in a region are constrained to only one viable choice in a
season or area where pest infestations are particularly bad, the total volume of one pesticide applied
can overwhelm the assimilative capacity of the environment and cause adverse human hedlth effects,
fish and bird kills, and environmental degradation. The no-alternatives policy is especially
counterproductive in its bias against biochemical pesticides that only work within the context of a
pest management system, which generally combines chemical and biological pest control.

Asthe debate at the national level unfolds on EPA’ s proposed “safer pesticide policy,” we
recommend that the Governor and L egislature enact state legislation and memorialize the President
and Congress to amend FIFRA to provide an exemption to the no-alternatives rule in cases where
the availability of additiona productswill makeit possible to reduce risks and promote sustainable
crop protection systems.

Recommendation #l: Change or Waive Efficacy Data Requirements So That Useful
Information |'s Produced and So That Entry to the California Market Is Not Delayed
Some of the efficacy data on agricultura products generated in compliance with EPA study
protocols and submitted to DPR is of limited use. The data provide information about a pesticide’s
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ability tokill itstarget under prescribedfield conditionsbut do not provideinsight under actual field
conditionsinto the product’ s effectiveness in promoting safe, effective, and affordable pest control
systems. Furthermore, the data do not address the myriad interactions between a pesticide, its target,
the plant, and other beneficial species. In the case of biochemicals, such as pheromones, current
“spray and count” efficacy trials are often meaningless, because these products are intended to
manage pest populations rather than kill individual organisms.

Efficacy data are needed in many agricultural circumstances and play an important rolein
most nonagricultura use patterns, especially disinfectantsand sanitizers. For this reason, EPA and
DPR should continue to require and assess a core set of efficacy data on new active ingredientsto
combat the prospect, feared by some DPR experts, that the number of ineffective pesticide products
proposed for registration will grow. On the other hand, current efficacy data requirements need
revision in order to prevent unintended delaysin getting safer pesticides on the market.

We recommend that when DPR determines the need for efficacy data, the requirements be
tailored in light of the specific properties of a product and the data collected following study
protocols carried out to the fullest extent possible under actual conditions of field use. Different
products will raise variable degrees of concern about efficacy; new data requirements should be
applied in a common sensg, tiered fashion. Efficacy data on one crop-product-pest combination
should suffice for another similar combination, unless there is some change in the formulation or
use pattern that raises new questions about efficacy. Laboratory data on the impacts on non-target
species should be accepted whenever possible.

We also recommend that when DPR asks registrants to generate new efficacy data for an
aready registered product, DPR also ask registrantsto fill the requirement in the oneto three years
after theregistrationisgranted. Until such data have been generated and found acceptable, the
registration granted by DPR should be conditional.

Both DPR and EPA experts acknowl-
edge that efficacy data requirements need to be “[The soil fumigant] DBCP was applied for
reviewed and updated for any product -- agricul- ~ years ‘on faith, ‘because nematode damage ‘might
tural or nonagricultural -- for which it is difficult Q;’Etﬁéogvné’%yggn'ffr;?g ;atrei-culgﬁpggvgreeg'nm?,
or impossible to Observ.e d'.reCtIy Whether. the production did not miss a geat. Nor has it after ’
product has performed its intended function.  ppR nailed [the soil fumigants] 12-D and, most
While it would be preferable for EPA to take on recently, Telone. That's why we need intelligent,
this task, the federal agency currently placesa  scientifically-based efficacy data. Maybe pesticides
very low priority on the long-awaited revision of ~ arent asnecessary asa lot of people claim. It's
its efficacy and benefits data requirements and ~ time for an honest assessment.
so may need to be spurred on by the offer of
carrying out such areview jointly with DPR.

-- State Employee
(expert in pesticide use and risks)
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The notion of benefits, moreover, surely encompasses a pesticide’s impact on beneficial
species, secondary pest problems, and the prospect of resistance. We recommend that DPR start to
utilize systematically a rarely used part of the California Food and Agriculture Code, Section 6189
pertaining to “effect on pest management.” This simple but appropriate section authorizes the
director to request data “concerning any adverse effect of the [pesticide] product on pest
management systems for that crop.” While the marketplace may eventually take care of efficacy-
related problems, DPR should strive to identify and respond to pest management system-based
problems with a pesticide’ s performance, particularly when alack of efficacy leads to the need for
additional pesticide use.

DPR should also encourage EPA, when it reassesses its existing efficacy data requirements
and field study protocols, to expand its notion of efficacy from a narrow “spray and count” formula-
tion to a broader, ecologically-based assessment of a product’s impact on pest management systems
asawhole, studied under actual conditions of field use.

Important Cautions DPR should not try to impose existing or new efficacy data require-
ments comprehensively, because it would be very costly to do so and the information would too
often be of limited use. But DPR should adopt new policies requiring registrants to routinely
submit, under the adverse effects reporting policy, information they have gained that documents the
existence of “efficacy” problems with a pesticide product in the field. Moreover, DPR should
develop routine channels of communication to assure that such information is al'so made available
to extension pest management specialists and other researchers, crop consultants, pest control
advisors (PCAs),and others working directly with growersin pest management efforts.

One key purpose of requiring such information and data to be submitted to DPR isto give
Environmental Monitoring and Pest Management Branch staff scientists amore up-to-date, factual
basis to assess the need to design measures that limit or avoid observed ecological or environmenta
problems. Such measures might be pursued through education, formulation and use pattern changes,
or cooperative efforts with consultants and applicators. Yet, DPR’s ability to move forward with
such measures is often limited.

Accordingly, the basic role of efficacy data needs to be reconsidered. Whileregulators have
the authority under FIFRA and state lawsto require registrants to produce such data, they typically
lack ways to meaningfully act on the information received. Products that just do not work are
typically withdrawn by registrants and quickly discovered and shunned by farmers and pest control
operators. The real value of efficacy data, if properly developed, would be as an input to the efforts
of growers, crop protection specialists, and researchers working on the design and refinement of
safer crop protection systems. It isregrettable but true that the laws, policies, and institutions
shaping and governing pest control practices in California do not collectively provide for that
outcome to occur, except in unusual circumstances. Yet it is that outcome alone that can accelerate
progress toward safer crop protection systems.
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NEW TERMS AND CONCEPTS TO HELP PRIORITIZE DPR ACTIONS

Severa new and generally unfamiliar terms and concepts are used throughout the report.
Their purpose is to provide regulators, at both the state and federal levels, with new tools to help set
and act on priorities and to decide when certain regulatory actions should be expedited.

These new concepts are needed because regulation in the 1990s may become excessively
bogged down by process and the sheer volume of work. Ways are needed to draw on available data,
experience, and judgement to act decisively when the need arises to reduce risks associated with an
existing product or when a new pesticide product might offer growers a safer control aternative.
These terms also are needed to help provide a basis for shifting the focus of regulation from “one
product at atime” regulation to advancing safer pest control systems.

Following definitions of new terms, key distinctions among them are described. Asthese
terms are refined and applied, they will provide regulators areasoned basisfor actions and policies
which have the potential, over time, to foster progress toward safer pest control systems.

A Caution It isimportant to acknowledge that several of these definitions are both
controversial and difficult to translate into precise regulatory criteria.  During meetings of the
Advisory Committee for this study, these definitions were among the most contentious items
discussed. Their importance reflects the prospect that these definitions could lay the foundation for
major substantive changes in the focus of pesticide regulatory activities at both the state and federa
levels, with major long-run consequences. Hence, the attention they have received is appropriate.

Safer pesticideproduct isarelativeterm. It isused to denote a pesticide product with one
or more desirable physical, chemical, toxicological, biological, or ecological properties relative to
other registered pesticide products or non-chemical pest control alternatives.

A safe pegticide product is an absolute term -- “absolute” relative to some distinct standard
rather than in the sense of forevermore certainty. It refers to a pesticide product with desirable
physical, chemical, toxicological, biological, and ecological properties that render it capable of
accomplishing its intended impact on target pest species while having insignificant or no adverse
impact on humans, the environment, or the ecology of plant-pest interactions.

In this context, “insignificant or no” means an exceptionally low probability of negative
impacts: a finding that regulators would make based on data available on the product’s inherent
properties and what is known about its use in the field. If “safe pesticide product” were defined only
by absolutes such as“ zerorisk,” “no chance of posing risk,” and/or “safe,” then few if any products
would fall under the definition.

[NOTE: A “safe” pesticide product is defined here comprehensively, taking into
account chemical, toxicological, biological, and ecological properties and impacts.

Thedefinition could be applied aternatively to combinations of properties/impacts.
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A pesticide product might be deemed “ safe” in terms of prospective environmental
and ecological impacts but fail to meet the criteria/standards applicable to human
headlth effects.  Such a product might be judged “ safer” relative to other registered
products but not “safe” in a comprehensive sense.]

A high risk pesticide product is aformulated product that is characterized by patterns of
anticipated pesticide exposure requiring heightened caution to assure adequate margins of human
and/or environmental safety. Alternatively, ahigh risk pesticide product may be onewhichis
known, based on documented field experience, to exacerbate problems with target pests or nontarget
organisms.

A high risk pesticide use pattern is a pest-crop-pesticide combination associated with pat-
terns and levels of anticipated pesticide exposure requiring regulatory actions or heightened caution
to assure adequate margins of human and/or environmental safety, or in which pesticide-induced
pest problems have been documented.

A safer pest control system is arelative term that encompasses most integrated pest
management and biocontrol systems. It refersto a system of pest management which, in contrast
to pesticide-intensive control systems, successfully incorporates use of plant genetic, cultural, and
biological control methods as afirst line of defense.

A safe pest control system is an absolute term (“absolute” hereisrelative to some distinct
standard, not a forevermore certainty). It refers to a system that successfully suppresses pests below
damaging levels through a combination of the use of safe pesticide products and the use of plant
genetic, cultural, and biological practices and tactics.

Didtinctions Among Terms Theterms“safer” and “ safe” are sometimes used interchange-
ably, whether referring to a pesticide product, an active ingredient, or a pest control system. Inusing
such terms in the context of regulatory reform, clear and precise definitions are essential, so that
people can intelligently discuss what might happen as a result of a given policy proposal. Seemingly
minor differences in definitions, or intended meaning, can have profound implications in the policy
implementation phase.

The above definition of safer pesticide should ideally be applied to formulated end-use
products. It isdifficult, if not impossible, to make relative judgements regarding the safety of active
ingredients because the conditions of their use make such an enormous difference in determining
the relative safety of pesticide products. It is possible, but till difficult, to define standards of
performance that might be used to designate what might be called agenerally safe pesticide active
ingredient.
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Both “safer pesticide product” and “ safe pesticide product” are termsthat can play a useful
role in devising new regulatory policies to pursue safer pest control systems. For example,
regulators might speed up actions to grant new registrations to products that comprehensively meet
the standards used to designate a safe pesticide product and otherwise exempt safe products from
specified requirements and restrictions.  They might also develop new rules and procedures to
expand margins of safety when accessto safer products would provide growers additional options.

One distinction between a safer pest control system and conventional systems is that a safer
system -- becauseit is, by design, specific to conditionsin agiven field -- incorporates a combina
tion of the use of safe pesticide products and non-chemical practices and tactics generally expected
to manage pest populations so that, in most years, they do not reach damaging levels. Traditional
pesticides and biochemicals can and will continue to play an integral rolein many, though not al,
safer pest control systems by providing growers the means to --

* Suppress pest populations when they are most vulnerable and when minimal adverse
impacts will be felt on nontarget species

. Disrupt normal feeding, physiological development, or reproductive patterns of pest
species

« Provide growers amethod to save crops when, for whatever reason (unusual weather,
pest migration into an area, resistance), previoudly effective pest management
systems break down, allowing pests to reach or exceed damaging levels

Most conventional and IPM systems utilize nonchemical practices and tactics. But unlike
safer systems, they also include pesticide applications as a routine, generally unavoidable component
of the system, often because of the lack of proven dternatives. As new biorational pest control
agents are registered and more is learned about how to use them to manage crop-pest interactions,
growers will become less reliant on routine pesticide applications and, when pesticides must be
used, more of them will be safe pesticide products. With steady progress in the science and art of
pest management, the distinction between IPM as currently practiced and safe pest control systems
will blur and may eventually disappear.

In the years ahead, further analysis will be needed to determine how to deal with the novel
properties of emerging microbial and genetically engineered pesticide products in the context of the
above definitions. Littleis known now about how such products will fit into contemporary |PM
systems, or how they might alter plant-pest interactions or soil microorganisms. Still, the basic
concepts suggested above could be used in developing ways to evaluate the possible significance
of such products in broadening the tools growers can choose from in working toward safer pest
control systems.
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CHAPTER III: STATE AND FEDERAL REGULATORY PATHS TO
RISK REDUCTION

The capacity of DPR to assure safe pest control systemsin Californiais constrained by the
technologies and products the private sector believes are economically viable, aswell as by which
pesticide products survive EPA’ sreview process. Pest pressure, which in agricultureisafunction
of cropping patterns and farm management decision making, is another critical factor.

In striving to assure access in Californiato safe, effective, and affordable pest control
systems, DPR and EPA face severa common challenges and needs. Despite progress made during

the 1980s, both agen